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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under ttie provisions of 37 CFR 1 .136(a). In no event however, aiay a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent terni adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on 14 April 2006 , 
2a)n This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-87 is/are pending in the application. 

4a) Of the above claim(s) 29-87 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) E1 Claim(s) 1-28 Is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) S The specification is objected to by the Examiner. 

10)K The drawing(s) filed on 17 July 2003 is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fornn PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed OfTice action for a list of the certified copies not received. 



Attachment(s) 

1 ) ^ Notice of References Cited (PTO-892) 

2) CD Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) El Information Disclosure Statement(s) {PT01449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/l\/lail Date. . 

5) □ Notice of Infomnal Patent Application (PTO-1 52) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 
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DETAILED ACTION 

This application filed July 17, 20003, claims benefit of 60/396,629, filed 
07/19/2002. 

Claims 1-87 are pending. 

Election/Restrictions 

Applicant's election with traverse of group I, claims 1-28, in the reply filed on 
April 14, 2006 is acknowledged. The traversal is on the ground(s) that the office has not 
demonstrated that it would be a burden to examine claims 1-87 together. This is not 
found persuasive because the office has demonstrated that the various claims fall into 
patentably distinct groups as supported by their different classifications. Further, each of 
the groups would require a imique search and require a different consideration of the 
relevant art within the scope of the invention as claimed. For example, searching for a 
specific process of making of product would not identify other methods of making the 
product, nor necessarily identify all the relevant art on the product itself Further, a 
means to provide a product fails to address various art recognized issues for the use of the 
product in various methodologies. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 1-87 are pending. Claims 29-87 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b), as being drawn to a nonelected inventions, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
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requirement in the reply filed on April 14, 2006. Claims 1-28, drawn to a method of 
obtaining a population of enriched hepatic stem cells 

It is noted that the examiner has required restriction between product and process 
claims. Where applicant elects claims directed to the product, and a product claim is 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
include all the limitations of the allowable product claim will be rejoined in accordance with 
the provisions of MPEP § 821 .04. However, in this case a process has been elected, not a 
product. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by a 
request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 . 1 7(i). 

Specification/Drawings 
The specification, on pages 36-39, appears to set forth figures/drawings as part of 
the specification. The specification is objected to because drawings are not allowed to be 
presented in the specification and are to be presented in separate sheets. It is noted that if 
the figures are removed and replaced as figures, the short description of the drawings 
should be amended to reflect the new drawings. 

The objection to the drawings will not be held in abeyance. 
INFORMATION ON HOW TO EFFECT DRAWING CHANGES 
Replacement Drawing Sheets 
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Drawing changes must be made by presenting replacement sheets which incorporate the 
desired changes and which comply with 37 CFR 1.84. An explanation of the changes 
made must be presented either in the drawing amendments section, or remarks, section of 
the amendment paper. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1. 121(d). A replacement sheet must include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. The figure or figure number of the amended drawing(s) must not be labeled as 
"amended." If the changes to the drawing figure(s) are not accepted by the examiner, 
applicant will be notified of any required corrective action in the next Office action. No 
fiirther drawing submission will be required, unless appUcant is notified. 

Identifying indicia, if provided, should include the title of the invention, inventor's name, 
and application number, or docket number (if any) if an application number has not been 
assigned to the application. If this information is provided, it must be placed on the front 
of each sheet and within the top margin. 

Annotated Drawing Sheets 

A marked-up copy of any amended drawing figure, including annotations indicating the 
changes made, may be submitted or required by the examiner. The annotated drawing 
sheet(s) must be clearly labeled as "Annotated Sheet" and must be presented in the 
amendment or remarks section that explains the change(s) to the drawings. 

Timing of Corrections 

Applicant is required to submit acceptable corrected drawings within the time period set 
in the Office action. See 37 CFR 1.85(a). Failure to take corrective action within the set 
period will result in ABANDONMENT of the apphcation. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory obviousness- 
type double patenting rejection is appropriate where the conflicting claims are not 
identical, but at least one examined application claim is not patentably distinct fi-om the 
reference claim(s) because the examined application claim is either anticipated by, or 
would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re 
Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 
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A timely filed teraiinal disclaimer in compliance with 37 CFR 1.321(c) or 
1.321(d) may be used to overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the conflicting application or patent either 
is shown to be commonly owned with this application, or claims an invention made as a 
result of activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-28 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being impatentable over claims 1, 3, 4, 6-9, 12-21, 23-34 of 
copending Application No. 09/764,359 (pubhshed as 2002/0039786 Al). Although the 
conflicting claims are not identical, they are not patentably distinct fi-om each other 
because each comprise methods of isolating liver progenitor cells comprising methods of 
firactionation by density centrifugation (compare claim 1 of the instant application with 
dependent claims 29 and 30 for example). It is noted that the set of claims do not recite 
each of the specific limitations in each case, however given the guidance of the two 
disclosures, the use of percoU gradients for separation of cell populations firom the liver, 
in particular for the isolation of Uver stem cells firom primates such as humans, the two 
sets of claims would be obvious over each other. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 



The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 8 and 28 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Specifically, each of these claims recite and 
encompass the use of trademark products. Where a trademark or trade name is used in a 
claim as a limitation to identify or describe a particular material or product, the claim 
does not comply with the requirements of 35 U.S.C. 1 12, second paragraph. See Ex parte 
Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope is uncertain since the 
trademark or trade name cannot be used properly to identify any particular material or 
product. A trademark or trade name is used to identify a source of goods, and not the 
goods themselves. Thus, a trademark or trade name does not identify or describe the 
goods associated with the trademark or trade name. In the present case, the 
trademark/trade name is used to identify/describe buffers/reagents and define specific cell 
processor, accordingly, the identification/description is indefinite. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an apphcation for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent granted 
on an application for patent by another filed in the United States before the invention by the applicant 
for patent, except that an international application filed under the treaty defined in section 351(a) shall 
have the effects for purposes of this subsection of an application filed in the United States only if the 
international application designated the United States and was published under Article 21(2) of such 
treaty in the English language. 
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Claims 1-7, 9-13, 15-21, 26, 27 are provisionally rejected under 35 U.S.C. 102(e) 
as being anticipated by copending Application No. 09/764,359 which has a common 
inventor with the instant application. Based upon the earlier effective U.S. filing date of 
the copending application, it would constitute prior art under 35 U.S.C. 102(e), if 
pubUshed under 35 U.S.C. 122(b) or patented. This provisional rejection under 35 U.S.C. 
102(e) is based upon a presumption of future publication or patenting of the copending 
application. '359 teaches methods of isolating liver progenitor cells comprising methods 
of fractionation by density centrifugation in particular the use of percoU gradients for 
separation of cell populations from the liver, in particular for the isolation of Uver stem 
cells from primates such as humans. 

This provisional rejection under 35 U.S.C. 102(e) might be overcome either by a 
showing under 37 CFR 1 . 132 that any invention disclosed but not claimed in the 
copending application was derived from the inventor of this application and is thus not 
the invention "by another," or by an appropriate showing under 37 CFR 1.131. This 
rejection may not be overcome by the filing of a terminal disclaimer. See In re Bartfeld, 
925 F.2d 1450, 17 USPQ2d 1885 (Fed. Cir. 1991). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Application/Control Number: 10/620,433 Page 8 

Art Unit: 1632 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-10, 12-26 are rejected under 35 U.S.C. 103(a) as being impatentable 
over EP 0 682 106 A2, Gale et al (J Endocrinol 92(2):293-302, Feb 1982), Singh et al 
(Acta Physiol Scand 117(4):497-505, April 1983). 

Claims 1-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over EP 0 
682 106 A2 in view of Grahm (Scientific World J 2:1347-50, May 2002). 

Grahm teaches the use of iodixanol to generate a gradient to separate hepatic 

cells. 



No claim is allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph Woitach whose telephone number is (571) 272- 



If attempts to reach the examiner by telephone are xmsuccessful, the examiner's 
supervisor, Ram Shukla, can be reached at (571) 272-0735. 

Any inquiry of a general nature or relating to the status of this appUcation should 
be directed to the Group analyst Dianiece Jacobs whose telephone number is (571) 272- 
0532. 

Joseph T. Woitach 



0739. 




